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angiosperms such as most major crop 
plants. 

Plant-incorporated protectant means a 
pesticidal substance that is intended to 
be produced and used in a living plant, 
or in the produce thereof, and the ge-
netic material necessary for produc-
tion of such a pesticidal substance. It 
also includes any inert ingredient con-
tained in the plant, or produce thereof. 

Produce thereof, when used with re-
spect to plants containing plant- incor-
porated protectants only, means a 
product of a living plant containing a 
plant-incorporated protectant, where 
the pesticidal substance is intended to 
serve a pesticidal purpose after the 
product has been separated from the 
living plant. Examples of such products 
include, but are not limited to, agricul-
tural produce, grains, and lumber. 
Products such as raw agricultural com-
modities bearing pesticide chemical 
residues are not ‘‘produce thereof’’ 
when the residues are not intended to 
serve a pesticidal purpose in the 
produce. 

Recipient plant means the living plant 
in which the plant-incorporated pro-
tectant is intended to be produced and 
used. 

Recombinant DNA means the genetic 
material has been manipulated in vitro 
through the use of restriction 
endonucleases and/or other enzymes 
that aid in modifying genetic material, 
and subsequently introduced into the 
genome of the plant. 

Regulatory region means genetic ma-
terial that controls the expression of 
the genetic material that encodes a 
pesticidal substance or leads to the 
production of a pesticidal substance. 
Examples of regulatory regions in-
clude, but are not limited to, pro-
moters, enhancers, and terminators. 

Sexually compatible, when referring to 
plants, means a viable zygote is formed 
only through the union of two gametes 
through conventional breeding. 

Source means the donor of the genetic 
material that encodes a pesticidal sub-
stance or leads to the production of a 
pesticidal substance. 

Vegetative reproduction means either: 
(1) In seed plants, reproduction by 

apomixis, or 

(2) In other plants, reproduction by 
fragmentation, or division of the so-
matic body. 

Wide crosses means to facilitate the 
formation of viable zygotes through 
the use of surgical alteration of the 
plant pistil, bud pollination, mentor 
pollen, immunosuppressants, in vitro 
fertilization, pre-pollination and post- 
pollination hormone treatments, ma-
nipulation of chromosome numbers, 
embryo culture, or ovary and ovule 
cultures. 

§ 174.9 Confidential business informa-
tion claims for plant-incorporated 
protectant submissions. 

Although it is strongly recommended 
that the submitter minimize the 
amount of data and other information 
claimed as Confidential Business Infor-
mation (CBI), a submitter may assert a 
claim of confidentiality for all or part 
of the information submitted to EPA 
in a submission for a plant-incor-
porated protectant. (See part 2, subpart 
B of this chapter.) To assert such a 
claim, the submitter must comply with 
all of the following procedures: 

(a) Any claim of confidentiality must 
accompany the information at the time 
the information is submitted to EPA. 
Failure to assert a claim at that time 
constitutes a waiver of confidentiality 
for the information submitted, and the 
information may be made available to 
the public, subject to section 10(g) of 
FIFRA, with no further notice to the 
submitter. 

(b) Any claim of confidentiality must 
be accompanied, at the time the claim 
is made, by comments substantiating 
the claim and explaining why the sub-
mitter believes that the information 
should not be disclosed. The submitter 
must address each of the points listed 
in § 2.204(e)(4) of this chapter in the 
substantiation. EPA will consider in-
complete all plant-incorporated pro-
tectant submissions containing infor-
mation claimed as CBI that are not ac-
companied by substantiation, and will 
suspend any applicable review of such 
submissions until the required substan-
tiation is provided. 
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